
FDA Notification of New Dietary Ingredients 

Filed By: Herbal Powers 
2138 W. Jackson Blvd. 
Suite #2 
Chicago, IL 606 12 
Contact Person: Annie Eng 
Tel: (312)280-1032 
Cell: (312)505-1318 
E-mail: tradereng@hotmail.com 

Contract manufacturer: 
Yanling Natural Hygiene Sdn. Bhd 
5 1200 Kuala Lumpur 
Malaysia 

Distributor in Malaysia: 
Tomrich Marketing Sdn Bhd 
47000 Selangor 
Malaysia 

Dietary Supplement: El Jack Capsule 29OiUG Ewycoma Longifolia (Author: JACK) 

Description of Product: 
(1) Level of Dietary Ingredients: 290mg per capsule 

Pure powder f?om the roots of Eurycoma Longifolia Jack 

(2) Conditions of Use:EI Jack may help increase the efficiency of the healing system by 
supporting a healthy immune system. It is also known to improve 
overall energy levels, reduce fatigue and exhaustion. Research has 
shown that El Jack contains several phytochemicals that may 
enhance overall male sexual vitality. El Jack may help improve 
appetite and digestion, tone skin and muscle. 

(3) History of Use: Eurycoma Longifolia grows in the rainforest of the Southeast Asia. 
I has been used by the locals for centuries in folk medicine as a 
febrifuge and a remedy for intermittent fevers. It is also indigenous 
to Indo-China and is sometimes described as a tree of 100 remedies. 

It is known for its beneficial effects of strength, resistance and to 
improve male sexual prowess. There has not been any reported 
serious side effects or drug interaction to date when used as 
directed. For more on history of use, please consult the various 
enclosed news articles in the booklet. 

, : 
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’ El Jack has been manufactured in capsules form by Tomrich since 1997. Tomrich has sold over 
20 million capsules since 1997 in Asia. El Jack has been certified and approved by the Malaysia 
Drug Control Authority, National Pharmaceutical Control Bureau, Ministry of Health Malaysia 
and are manufactured under stringent Good Manufacturing Practices’ (GMP) standards. The 
products are manufactured without adding any additives, preservatives, chemical, artificial flavors 
or color. No serious side effects or drug interactions have been reported to date when used as 
directed. For more information on historical use, please refer to the enclosed news article and 
research report. 

We have enclosed: 
(1) Lab result from National Pharmaceutical Control Bureau (NPCB) 
(ii) Approval certificates by Drug Control Authority, Ministry of Health Malaysia 
(3) Registration Number of EL Jack with Drug Control Authority, ministry of Health 

Malaysia 
(4) Manufacturing & Sterilizing Process 
(5) Proposed label for EL Jack in the United States 
(6) News article, research report for the product 

Sincerely, 

I 3 

AnnkEng 1 
H(3 12)280-1032 
C(312)505-1318 
E-mail:tradereng@hotmail.com 



(Company No: 119162-D) 

hlan ?Ccma]uan, 46200 ktdlng Jayn, 
+hbgff ~NI Ehssn, hirdayds. 
TeJ : 03-757601tY7376381tl561499 
Fax : 603-7S76488 LAB. NO I-G/11788/q&~ ........ ..................... ..................... 

DATE . . . . . . . . . . . . lat....J.MO.a...2QQO . . . . . . . . . . . . . . 

CERTIFICATE OF ANALYSIS 

.$NE SAMPLE OF KRMXMA I.DNGIE’OLIA JACK (TONGRAT AU) CAPSULES 
SUWTTED BY M/s. rlDt4Rlw MARKEns SDN.BHD., mm - 
8/5/00 AND MARKED:- 

BRAND NAME: EL JACK 
Fwlxx NJ: 0c.570!s1. 
Ml% : 04.05.00 

: ‘03.05.02 

ANALYSIS 

STEROIDS 
Bedl<lmethasone dipropionate 
Betamethasone 17 - valerate 
Cortisone acetate 
Bexamethasone 
Flmethasone 
Hydrocortfsone acetate 
Prednisolone 
Prednisone 

. . . Negative Negative 

. . . Negative Negative 

. . . Negative Negative, 

. . . Negative 

. . . Negative 
Negative. 
Negative 

. . . Negative Negative 

. . . Negative Negative 

. . . Negative Negative 

MICROBIAL LIMIT TESTS 
Standard Plate Count per g 

@ 37OC for 48 hours ,, . . . <lOo 

Yeasts & Moulds per g . . . Abseut 
E.coli per g (NPN) . . . Absent 
SaLmonella in 25 g . . . Absent - 
Pseudomonas aerugiuosa per g . . . Absent 
Staphylococcus aureus per g . . . Absent 
Euterobacteria per g . . . Absent 

HEAvYI@zALs 
Arsenic ras As) 
Lead (as Pb) 
Mercury (as Hg) 

t Ppn 
9 Pm 
? Ppm 

. . . Not detected 5.0 max 

. . . Not detected 10.0 max 

. . . Not detect& 0.5 max 

SPECIFICATIONS 

4 
5x10 max 

2 
5x10 lnax 
Abseht 
Abseht 
Abseilt 
Absent 
Absent 

The above specifications was obtained from National Pharmaceutical Control 
Bureau (N=B) for registration under Phase III of the implementation of 
the Control of Drugs aud Cosmetics Regulations, 1984, 



2lC, Jd~n SS 22119, thmrnsan Jaya, 
Petrllng JryB, Sebnpar. 
Tel: 195148.79S449 

DATE 1st June 2000 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

OUR REF.: LS/11788/ms 

iiww- 
WJper (a8 Cu) 
Tin- (aa Sd 
Z.i.XlC (as Zd 
Csdmiun (= w 
Antimony (a8 Sb) 

!!iEE (as Ca) 
“sb@~ii” (8~ 8&j 

(as Na) 
Potassim (as K 1 
Iron (as Fe) 

T . . .* _ . .,.’ - 

.C .I -ry 

1.59 
Not detected 
2.98 
0.06 
Not detected 

2656.84 
226.46 
80.36 
1353.4s 
36.10 
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BORANG 1 
PERATURAN-PERATURAN KAWALAN DADAH DAN 

KOSMETiK 1984 

[Peraturan 8(8)] 
PIHAK BERKUASA KAWALAN DADAH 

KEMENTERIAN KESIHATAN MALAYSIA 

PERAKUAN PENDAFTARAN 

WV 0249i5 i. 
PERAKUANNo: Mia19989148TC 

Nama dan alamat pemegang : 

TOMRICH MARKETING SDN. BHD. 

‘. 
% . 

._ 2, JALAN TIONG NAM 
50350 ICUALA LUMPUR 

BUTIR-BtiTIR MENGENAI KELUARAN : 

Nma E.L. JACK CAPSULE 

Nama Pengilang YANLING NATURAL HYGIENE SDN. BHD. 

Alamat Pengilang I= FLOOR., RESOURCE COMPLEX, 33, _~.m-.II------ _--- 
-I- - _. _ .-- - -. -.- ___ - ___.^_. 5kbkN-SEG..T.ATAS; 5 1200 KUALA LUMPUR 

No. Lesen Pengilang. (jika ada) 

Ketuaran di atas adalah didaftarkan tertakiuk kepada syarat-syarat berikut : 

SEMIJA SYARAT PENDAFTARAN YANG DITETAPUN OLEH 

PIHAK BERKUASA KAWALAN DADAH. 

@ersambung di atas kepingan lain yang dilampirkan kepada perakuan ini l ) 
Tempoh pendaftaran ini ialah dari 19 

hingga 

Tarikh 
2~ APN99 . . . . . . ..v.............................. 

Pihak Berkuasa Kawklan Dadah 

l Potong jika tidak pakai. 
~- ~~-- 

Perakuan Dahulu No . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..~.......... 

Tarikh dikeluarkan . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

-r*HtrcrryIIlw- 



PI?lAK, BERKUASA KAWALAN DADAH 
KEME~ERIAN KESIHATAK MALAYSlA ’ ’ 

NAMAKELUARAN : E.L.JACK CAPSULE 

NOMBORPENDAFTARAN : MAL19989148TC 

r 

INDIKASI YANG DILULUSKAN : 
-. _~ 

Traditionally used for improving energy, reduce body fatigue/and enhance 
%verall performance. , 



Y  
t 

T R A N S L A T IO N  

F O R M  1  

I R U L E S  O F  D R U G S  &  C O S M E T ICS .- 1 9 8 4  

( R U L ING 8(8))  
D R U G  C O N T R O L  A U T H O R ITY  
M INIS T R Y  O F  H E A L T H  

M A L A Y S IA  

R E G IS T R A T IO N  
N O : 0 2 4 9 1 5  

R E G IS T R A T IO N  N O : M A L 1 9 9 8 9 1 4 8 T C  
N a m e  a n d  A d d r e s s  o f Ho lder :  

T O M R ICH M A R K E T ING S D N  B H D  
2 , J A L A N  TIO N G  N A M  
5 0 3 5 0  K U A L A  L U M P U R  

P R O D U C T  D E T A IL S : 
N a m e  o f P roduct :  E - L - J A C K  C A P S U L E  
N a m e  o f Factory:  Y A N L ING N A T U R A L  H Y G IE N E  S D N  B H D  
A d d r e s s  o f Factory:  1st  F L O O R , R E S O U R C E  C O M P L E X , 3 3 , 

J A L A N  S E G A M B U T - A T A S , 5 i2 0 0  K U A L A  L U M P U R  
Factory L i cence  N o . (if ava i lab le)  

T h e  a b o v e  stated p r o d u c t fo l lows al l  th e  s tated condi t ions:  

A L L  C O N D ITIO N S  A R E  S E T  B Y  T H E  D R U G  C O N T R O L  A U T H O R ITY  
{cont inue o n  n e x t p a g e  *) 

D a te  o f Regis t ra t ion is f rom: 2 4 /1 2 /1 9 9 8  

to : 2 4 /1 2 /2 0 0 3  

D a te : 2 7  A P R  1 9 9 9  . . . . . . . . . . . . . . . . . . . . . . . . . .., 
( T A N  S R I D A T O  (DR)  A B U  B A K A R  

B IN D A T O  S U L E IM A N )  
D R U G  C O N T R O L  A U T H O R ITY  

* C u t if n o t in  use  

P rev ious  Regis t ra t ion N o . ..................... 
D a te  Issued .................................... 



FORM 1 

RULES OF DRUGS & COSMETICS-1984 

DRUG CONTROL AUTHORITY 
MINISTRY OF HEALTH 

MALAYSIA 

PRODUCT NAME : E.L.JACK CAPSULE ‘ 

REGISTRATION NUMBER : MAL19989148TC 

APPROVED INDICATION : 

Traditionally used for improving energy, reduce body fatigue 
and enhance overall performance. 

CHE MOHD.ZIN CHE AWANG 
Secretary 
Drug Control Authority 
Ministry Of Health Malaysia 


